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HUMAN SUBJECTS DIVISION Sharing 


iOS OM Senet ed 


This Supplement should be completed only for studies that plan to return individual study results to some or all of the subjects, or 
that are likely to do so in the future. It applies to any type of individual results that might be returned — for example, genetic 
results, disease status or risk, medical conditions, sleep analysis, etc. 





1. Use this supplement ONLY with applications submitted through the web-based Zipline application system. Upload the 
completed supplement to the Supporting Documents SmartForm. 

2. Complete this form. 

3. Tocheck a box, place an “X” in the box. To answer a text box question, make sure your cursor is in the gray text field 
before typing or pasting content. 


Staite 
1. WHICH RESULTS and WHY 


In this section you are asked to describe the individual findings that you are likely to share with subjects and whether the findings 
meet certain widely accepted criteria for return of results. Meeting one or more of the criteria is not necessarily a requirement. 
Rather, IRB approval will be based on your reason(s) for returning the results, and the risks/benefits of doing so. NOTE: the risks and 
benefits of sharing results should be described in your IRB application form and in the consent form (if there is one). 


Some studies can describe the findings that are available for sharing now and in the near future but may not be able to describe all 
findings that will be shared in the future, because of evolving techniques and scientific knowledge. This issue is addressed in 
Question 3. 


1.1 Incidental findings. “Incidental finding” is defined as a finding concerning an individual subject that is discovered in 
the course of conducting research but that is not part of the study aims. 


Examples: 

e Astudy may screen potential subjects for general health by doing a standard clinical metabolic panel on a blood sample. 
Results that identify “out of range” values that may indicate a specific disease. 

e Genetic analyses may unexpectedly reveal misattributed paternity or gender identification. 


1.1.a Are you likely to return, or do you definitely plan to return, any incidental findings? 


No ~~ Goto question 1.2. 
Yes > Answer the remaining parts of this question 


1.1.b Describe the incidental findings (or categories of incidental findings) you are likely to return or that you 
definitely plan to return. 


TF CCCCCCC_Cid 


1.1.c Criterion. The finding has important health implications for the participant, and the risks of a disease or 
condition. 


1.) Describe which of the incidental findings meet this criterion, and how. 
2.) If you plan to return incidental finding that do not meet this criterion, provide your rationale. 
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1.1.d Criterion. The finding is actionable. 


This means there are established therapeutic or preventive interventions or other available actions that have the 
potential to change the clinical course of the disease/condition, or lead to an improved health outcome. “Actionable” 
may include surveillance and interventions to improve clinical course, such as by delaying onset, leading to earlier 
diagnosis, increasing likelihood of less burdensome disease, or expanding treatment options. 


1.) Describe which of the incidental findings meet this criterion, and how. 
2.) If you plan to return incidental findings that do not meet this criterion, provide your rationale. 


Po 


1.1.e Criterion. The test/procedure is analytically valid and reliable. 


1.) Describe your rationale for considering the findings to analytically valid and reliable. For example, will you 
repeat the analysis before sharing the result? 


2.) If you plan to return incidental finding that do not meet this criterion, provide your rationale. 


Po 


1.1.f Criterion. The test/procedure complies with all applicable laws. 


CLIA certification of laboratories (including research laboratories) is required by federal law for all facilities that perform 
a test on “materials derived from the human body for the purpose of providing information for the diagnosis, prevention, 
or treatment of any disease or impairment of, or the assessment of the health of human beings.” (CLIA regulation 42 
CFR 493). The CLIA program accepts licensing through the Washington State laboratory licensing program as a 
substitute for CLIA certification. See the SOP Lab Certification (CLIA) for additional information. 


1.) To which (if any) of the incidental findings does the CLIA law apply? 
2.) Which (if any) of the incidental findings will come from a CLIA-certified or Washington State licensed 
laboratory? 


ee 


1.2 Intentional research findings. “Intentional research findings” refers to findings that you intend to discover as part 
of the aims of the research 





1.2.a Are you likely to return, or do you definitely plan to return, any intentional research findings to individual 
subjects? 


No -~ Goto question 1.3. 
Yes > Answer the remaining parts of this question 


1.2.b Describe the intentional research findings (or categories of intentional research findings) you are likely to 
return or that you definitely plan to return. 


Po 
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1.2.c Criterion. The finding has important health implications for the participant, and the risks of a disease or 
condition. 


1.) Describe which of the findings meet this criterion, and how. 
2.) If you plan to return finding that do not meet this criterion, provide your rationale. 


Po 


1.2.d Criterion. The finding is actionable. 


This means there are established therapeutic or preventive interventions or other available actions that have the 
potential to change the clinical course of the disease/condition, or lead to an improved health outcome. “Actionable” 
may include surveillance and interventions to improve clinical course, such as by delaying onset, leading to earlier 
diagnosis, increasing likelihood of less burdensome disease, or expanding treatment options. 


1.) Describe which of the findings meet this criterion, and how. 
2.) If you plan to return findings that do not meet this criterion, provide your rationale. 


Po 


1.2.e Criterion. The test/procedure is analytically valid and reliable. 


1.) Describe your rationale for considering the findings to analytically valid and reliable. For example, will you 
repeat the analysis before sharing the result? 
2.) If you plan to return findings that do not meet this criterion, provide your rationale. 


Po 


1.2.f Criterion. The test/procedure complies with all applicable laws. 


CLIA certification of laboratories (including research laboratories) is required by federal law for all facilities that perform 
a test on “materials derived from the human body for the purpose of providing information for the diagnosis, prevention, 
or treatment of any disease or impairment of, or the assessment of the health of human beings.” (CLIA regulation 42 
CFR 493). The CLIA program accepts licensing through the Washington State laboratory licensing program as a 
substitute for CLIA certification. See the SOP Lab Certification (CLIA) for additional information. 


1.) To which (if any) of the findings does the CLIA law apply? 
2.) Which (if any) of the findings will come from a CLIA-certified or Washington State licensed laboratory? 


Po 


1.3 Future findings that will be returned. Describe the criteria you will use to decide whether to return future 
unspecified findings (incidental or intentional), categories of findings, or findings whose clinical significant is 
currently unknown but whose significance becomes known in the future. 


Example: A study does whole exome sequencing on subject specimens and then systematically assesses the genomic data 
against a list of “returnable” genes and/or variants, such as the list of genes published by the American College of Medical 
Genetics. Over time, the list will grow. 


Po 
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2.1 In what circumstances (if any), will you share the findings with the subject’s healthcare provider? 


Po 


2.2 For subjects who are children: 
a. Describe who will receive the findings and at what age (if at all) the children will receive their findings directly. 
b. What is your reason for this plan? For example, your justification might include the age of onset of a condition and 
the availability of monitoring, or therapeutic interventions. 


Po 


2.3 Will you share findings about deceased subjects with a surviving relative? Why or why not? 
3. DISCLOSURE PROCESS 


3.1 When in the research process will you share the findings? 


Po 


3.2 Will you be able to return any findings obtained after the end of the study funding (if there is any)? If yes, for how 
long after the end of the funding? 


Po 


3.3 How will you disclose the findings to the subjects (including any children), family members, and/or healthcare 
providers? Your answer should address: the qualifications of the person who will communicate the results and the method 
used to communicate. 


Po 


3.4 What resources (if any) will be available for discussion and interpretation of the finding, and what will you do to 
reduce the likelihood of misunderstanding the meaning of the information? For example, will you provide any 
counseling or referral to counseling? 


Po 


3.5 Describe the resources, infrastructure, and logistics that will support the process of returning individual results. 


Po 


3.6 If it may take a long time to develop some findings, how will you ensure that you have current contact information 
for the subjects? 


Po 
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3.7 How will you ensure that findings are not returned to the wrong person? Be specific. 


Po 


4. OBTAINING CONSENT for RETURN of RESULTS 





This section contains one question and two informational items 


4.1 Overriding the subject’s preferences. Describe the circumstances (if any) in which you would consider it 
appropriate to overrule a participant’s decision to no receive results. For example: there may be rare cases in which a 
result is identified that indicate an imminent and substantial threat to health that can be markedly reduced by an available 
intervention. 

This information should be included in the consent form. 


Po 


4.2 Consent section of IRB application. (information only; no question) The consent section of your IRB application 
form should describe how you will obtain consent for return of results. If your subjects include children, your 
application should describe whether the children will be given an opportunity to provide consent for the return of 
results when they reach the age of majority. 


4.3 Consent form. (/nformation only; no question). The consent form should have a section about the return of 
individual results. It should include: 
e What results (or result categories) will be returned 
e The basis for deciding whether any currently unspecified results will be returned (for example, results that 
are actionable) 
e Adescription of how results will be returned 
e §=6Asking for subject preferences about 
o Whether or not they wish to receive results (this may be a global question, or the consent form 
oO may identify a set of relevant categories of findings and ask subjects to indicate their preferences 
regarding return within each category) 
o Whether or not they wish to have the results shared with a healthcare provider 
o Identification of a proxy with whom the results should be shared if the subject is unable to receive 
them 
o Sharing results about their minor-aged children with those children 


It may be helpful to provide subjects with various examples of results they might receive in order to establish 
expectations about the breadth of results that could be received, and to give subjects a framework for deciding 
which type of results they are interested in receiving. For example: 

e Results about medically preventable or treatable conditions 

e Medically relevant results with unclear treatment implications 

e Results without personal health implications, but which may be useful for reproductive planning 

e Results of uncertain significance 


5. EXAMPLE CONSENT LANGUAGE 
This section is for informational purposes 
The language below (provided by the National Institutes of Health) is one example of how the consent issues 
might be addressed for return of genetic results. If you use some or all of this language, format it appropriately. 


As they become available, do you want us to contact you and ask whether you want to receive your genetic 
results? 
What types of results would you like to receive? 
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e Results about my genetic risks that | can do something about, like start a new medication 
or have preventive screening. 
e Results about my genetic risks that | cannot do anything about but that might affect my 
future health. 
e Results that might be important for my family members or for my plans to have future 
children (if relevant). 
Do you want to be contacted by other researchers with results from studies using your samples, 
genomic data, and health information? 


Some things you should know about results: 

e Any results we return to you will first be verified by repeating the test on your specimen. 

e The results will be explained to you by a genetic counselor, a health professional who has training in 
genetics and counseling. [if applicable] 
Sometimes the meaning of the results will be uncertain. It is important to know that our understanding 
of genetics is changing quickly, and in many cases, we will not know for sure what the results mean for 
your future health. 
Sometimes, even if you learn of a clear diagnosis, there will be no clear treatment. 
For many participants, only certain genes will be analyzed, so we will not find all gene variants that 
cause disease. You should not assume that if you are not contacted, that you do not have any gene 
variants that might be related to a disease. 


It is possible that we will discover that you have a gene variant that is unrelated to the purpose of this study. If 
we believe that the information is of urgent medical importance, we will share this information with you. You 
should not assume that if you are not contacted, that you do not have any gene variants that might be related 
to a disease. 
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